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JFCT-1-03 (CH») 



IN THE IJNTTRD STATES pat ^ and tr AnF M A ™ nmy 



APPLICANT(S): 
SERIAL NO. 
FILED 
FOR 



V. M Chopdekaretal. 
10/734,460 
December 12, 2003 
OPIOID T ANNATE COMPOSITIONS 



RECEIVED 
CENTRAL FAX CENTER 

SEP I 9 2006 



Examiner: Shahnatn 3. Sharareh 
Art Unit: 1617 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Applicants respectfully requests the Office to suspend action on this application for the 
reasons presented below. This Petition is accompanied by a showing of good and sufficient cause 
for the suspension of action as supported by Exhibits A - D attached hereto. 

This Petition is also accompanied by a Credit Card Payment in the total amount of $260, of 
which $200 is due under 37 C.F.R. 1. 17(g) in respect to this Petition and $60 (small entity) is due 
in respect to the accompanying Petition for a one month extension of time 

In the Office Action mailed June 6, 2006, claims 1 -3 and 8-9 were rejected under 35 U.S.C. 
§ ltomi^mikipMtyB^p M9 H M ^.c m Claims 1-10 werealso rejected 
under 35U.S.C. 1 03(a) as being unpatentable over Mayer US Patent 5,869,498 in view of GB '609 
In order to establish patentability over the cited references, applicants have initiated a program to 
compare tannates of morphine and codeine prepared by the method described in GB'609 with the 
tannates of morphine and codeine prepared by the method described in the instant patent 
application. It is believed that there will be significant differences in the physical and chemical 
properties of the two types of tannates. However, applicants cannot respond to the rejections under 
35 U.S.C. § 102/103(a) since applicants have not yet received permission from the Drug 
Enforcement Agency to acquire research quantities of morphine and codeine which are controlled 
substances 

09/19/2006 TL0111 08089042 10734460 

02 FC-.1463 288.00 OP 
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Exhibit A is a photocopy of a fax sent to the DEA on June 15, 2006 by Mary Ciamaga 
(Customer/Vendor Relations Manage fo the Assignee: JFC Technologies) enclosing a Drug Code 
Change Request 

Exhibit B is a photocopy of a letter by Ms. Ciamaga sent to the DEA on June 16, 2006 
setting forth the reasons why the DEA should grant the assignee permission to purchase research 
quantities of codeine and morphine 

A voice mail message was sent to the DEA on July 20, 2006 requesting an update on the 
status of the request to add codeine and morphine to the assignee's current category 2 registration. 

On August 4, 2006, DEA Inspector Fred Kerr called the assignee for more information, A 
voice-mail message was left for Mr Kerr indicating that the assignee's plant and laboratories would 
undergo its annual shutdown from August 5 through August 25 and that the requested information 
would be provided after the shutdown. 

Exhibit C is a fax dated September 1 , 2006 from DEA Inspector Kerr to Ms Ciamaga to 
provide the information requested in Paragraph 5 of the fax. 

Exhibit D is a letter dated September 5, 2006 from Ms. Ciamaga to Mr. Kerr faxed on 
September 7, 2006 providing the requested further information and protocols regarding the need to 
purchase research quantities of codeine and morphine. 

On September 18, 2006, a voice mail message was left with Mr. Kerr requesting a status 
update on the request to include codeine and morphine in the assignee's current drug registration. 

It is respectfully submitted that the foregoing showing supports the granting of this Petition. 
If further information is required, please contact the undersigned at any time. 



Respectfully submitted* 




Jack Matalon ^ 
Attorney for Applicants 
Reg. No, 22,441 



Law Offices of Jack Matalon 
32 Shelley Rd 
Springfield, NJ 07081-2529 



Tel: (973)467-5625 
Fax: (973)-92U>817 
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EXHIBIT A 

A 

I* JFC Technologies 

§8jk "Common Sense and Pwin Deaunc 

PO Box 669, 100 West M*ta Strew, Bound Brook. 08905, USA Td (732) 469-7760 F« (732) 469-3666 



FACSIMILE TRANSMITTAL SHEET 


TO: 


FROM: 

Mary Oamaga 


COMPANY: 

..... D.E A., Newark DMsion 


DATE: . 

6/15/2006 jfac&xL. 


PAX NUMBER: 

973-776-7055 


NO. OP PAGES INCLUDING COVER: 

3 


PHONE NUMBER: 


JFC PHONE NUMBER: 

732.469.7760 X 12 


RE: 

Drug code addMon 


JFC FAX NUMBER: 

732.469.3666 


□ URGENT □ PLEASE REPLY VIA E-MAIL □ FOR REVIEW 

□ PLEASE REPLY VIA FAX 



NOTES/COMMENTS: 



Attached is o drug code change request. We wish to add drug codes 

?050(codeine) an q 9300(morph!ne) to our manufacturer registration 

I (RJOt 583)8). These drugs ore schedule 2 drugs and we are registered for 

'* schedule Z 

j A protocol, which we wfll be submitting to the quota department Is also 

n attached, (^fn, ^h**uesz^) 

I" Thank you, 

| Mary damaga 



"COMMON SENSE AND PLAIN DEALING" 

1MBUON 
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EXHIBIT A 

DRUG CODE CH ANGE REQUEST 




INSTRUCTIONS 

An addition or deletion of a drug coda on a current Drug Enforcement Administration (DEA) registration 
can be competed on this form. Complete the form beta* In tta entirety. Failure to Include the required 
Information may reiult tn a delay In the change requested Once completed, elgn the form, make a copy 
for your records, end mail or toe the form to your loot! Diversion Office Visit the Offices and 
DJrectarfae section of the webette to find your local office. 

The onty regtofratton sctMtlee that require a drug cods entry are the following: 

Manufocturer* - Schedule L IK HI, IIIN Onty Importers- Schedule I thru v 
DtetrJbutora - Schedule I only Exporter - Schedule I thru V 

Reeearchere-8chedulel.il only Naroottc Treatment Programs 

• Butk Manufacturer* must check the box ntxt to the drug code for those "Basic Cteaeee" of 
controBed eubetancea that ere propoeed to he manufactured In bulk. Further Information may be 
required for thoee eufeetartooe* 

Please refer to the drug code tat and ensure that you are regtatared in the appropriate schedule for any 
drug code that you wieh to handle. 

DtA RMdMmtton Number: 



JPC Technologies , LLC 



xoo weet Main street 



Bound amok, R7 06$ Wi 



Tax Idenmeedon Number ao pea-aaio 

Social Security Number? 

Contact (MMduaf a Name): Mary Clawaaa 

telephone Number: r>a-4<»-77goe*t,i3 



I wteh to add the Mowte* druQcode(e)tomy i 

Bulk &u* Bulk Bulk 

9 05 D A ' 



£5 D — B — 0 £3 

mm BE* Butt bqe bse 

0 AbO Ate) Ato Also Also 
Q LJ LJ □ □ 



Bulk 



I wieh to delete the feUeajbig drug oode(e) from my leuktfj effort! 

Bufc BuBt Bulk Bulk Bulk Bulk 



QAac Afro Atop 

— B — Q — H 

ffl — B — £5 — O 

y^aJgnetura 0 REQI 



Date: 



/ ^tMgneture Ift REQUKCTJ 

to pfoceaa thla form.) 
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BXHIBIT B Airbill: 16662873754 




Common Sense and Plain Dealing* 



June 16, 2006 

Christine A. Sannerud, PhD, Chief 
DBA - Office of Diversion Control 
Drug A Chemical Evaluation Section (ODE) 
(Procurement Quota Division) 
Washington, DC 22301 



Dear Mb. 



mZ^SZ*}^ ^f ufectures i 1 ™ <>f Tannate products for the pharmaceutical (cough/cold) industry. 
tafc£u«K?2 ,^ apatel T *™ Tamiate (Hydrocodon, Tannate). To obtainpSent support 
m^tio,^ our 1^ personnel will be attempting to prepare a Tannate salt of codeine and a Tannatesalt of 

ZSSL 10 M ° lphine * dfcte «* C***™ Pupate to prepare <tae iKato and so 

7oS^ZHTT &r C ^ nC <Bd # 9050 and 9300) We need a qucTof 

Potential Supplier: Spectrum Chemical, Gardens, CA 9024$ 
If you need further information, please let us know. 



Mary Ciamaga 

Customer/Vendor Relaticw Maraud 
732-46*776© «i 12 



Aft ac hm e n n ; Ptocumneai Quota Application for Codeine (CSA #9050) 
Procurement Quota Application for Morphine (CSA # 9300) 
Copy of Drug Code Change Request (faxed to Newark. NJ Division 6/15/06) 



ICOWMManStPM A PO Box 669 A B«nrfBiook,Nowy«sey 0880SUSA 
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EXHIBIT B 




UvftJ 



WW 

SScUOT 



JOT gJflTOWCTWNJ 
4. NAM^ SHB OF REGISTRAR JE3EX RS^ 

jpc TftdhaologiM, LXiC 

ioo Host Main Btr**t (P.o, Box 6(9) 

BOUB&d Brook, MJ 08805 



APPUCATOH FOR PROCUREMENT QUOTA 
ff>fl pONTF lOLLEP SUBSTANCE 



XI 



OWB APPROVAL 

soso 



5. YEAR FOR WHICH QUOTA 16 REQUESTED 
2006 



7. NAMEMflPWttCThsftW 

jjgy 



ft- TELEPHONE MTjlHc*x*#*t. K if&ESSS} 
(732) 4€9-77«0 12 



6. OEA REGISTRATION NUMBER 
RJ 0158318 



(732) 4€d~3666 






DEA 


AMOUNT uetD PORTHW PURPOSE 


% YIEU> 
(HtitMtOvl) 




2nd PRECEDING YEAR 


1* PRECEDING YEAR 


CURRENT YEAR 




















FORM6, PiiRNrtM^HE R 


XUQVANG INFORMATION; 


NAME OF D08AGB FORM 




AMOUNT USED ROATHftPUflFOQE 


ESTIMATE POR 
CURRENT YEAR 


EsnurepoR 

YEAR FOR WHICH 
QUOTA IB REQUESTED 


2nd PRECEDING YEAR 


1* PRECEDING YEAR 
















FRttf 


r 0TTYp¥nAM^ AJVlTTTtl 
t Ci«ttA9& DBA G< 


tA QKNER 


DKTE 

jfim 16, 2006 
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_ ^ - : . 



*9ksndza 



cam i3oi t 



APPLICATION FOR PftOCUfeMENT QUOTA 
FOR COffTROLLgP ftyftSTAMP-P 



Morphine * IX 

jfc Technologies LLC 
100 Kwt Main «cmt (P.O. Sox 6*») 
Bound Brook, HJ 08B05 



6. OEA REGISTRATION NUMBER 
RJ 0158316 

6. TELEPHONE U& fate, «rf , ^U^Jt 



9300 



5. YEAR FOR WflCK QUO» IS REQUESTED 
2006 



(732) 4*9-7760 



13 



|C FAX NUMBER 
(732) 4£9-36€£ 



NOR: Alt 



*M*gm*mw*d>bim*wmm (natu tutu), 
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EXHIBIT C 



Drug ewtprenw nt A i li nliitauaU on 
FAX TRANSMITTAL SHEET far UNCLASSIFIED INFORMATION ONLY 



|T] TO: FAX*: 
NAME: 



PHONE:222dtfi=2ZS9 OFFlCBOBQ:gfB nsaggaZH. 



El 



s PAX* ,m-77ftrttH 



NAME: m~»w lanttllttW ESS PHONE: m-T7fc l »a . 



^ n«.<u-«iftg. t ^n^t^ >k.» n«»i^ da BMtaga^fe wwtitv SB h*nd m* gwftfr «na 

»*» v«. ^rr- nrmmi — aefl aagfflaaalaLgaaiattM CM "an P°<j moo t^t 





«NOTtC& Thto l* on ofltetal towimnl oomrountartkwi ttwt roty contain erMtoQad or 
■•Mlflvo M fa mM tfow tatondotl wMy for no intflvMual or entity to which H to •Oonwwod. 
Any rovfow, wtuwomt— t ow, dUMMHtiiMMen or othtr im or action tokon upon thto 
Mormaflon by pomon* or mllM atfcar than tit* Intend** rtelptent to prohibited. If you 
an not llw In toi ktod rootetenf or boltevo you wwtood ttito communication hi orror, (Huh 



mt Kyou hp»«y prabtero. Wi fftt M— to Ute y o nwi muter «r »f»— r auaBW. Ok owdw and wqiwtt 



0«r 
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EXHIBIT D 




•Common Sense an© Piain Dealing 4 



September 7,2006 



Protocol for Codeine Tmmstv 
Codeine Sulfate- 25 gru™ 

Note: Psrtent example mm codeine aolfirte as reactant and not as a base. 



0) 

12 grams of codeine sulfite + 120co of methyl alcohol + 30 cc of 1 N NaOH 

Z^TZ P* 0 **** above, add 12 grams of tannic acid in 120cc of methyl alcohol. 
Yield *= 9 grams of Codeine Tannate 

(2) JFC Technologies procedure: 

^^i 2 ^? 8 - ^ L 0Odetoe to codcmc ^ ^ taction with dilute NaOH. 
Tbe yield of cc*mik base (95%) = UjLmjUi 0.95 = 9.1 grams of codeine base 

750.86 

*Jae 1 . 1 grams of codeine beae for assay and characterization. 

8 grams of base for synthesizing Tannate 
React 8 grams of codeine base w > i t ii ».l grants of tarraeacrdf5:l mole ratio) 
Yield = 16.25 grams (ai93% yield) of Codeine Tannate. 

(3) Characterize Codeine Tannate from steps (1) and (2) above by % base assay, FTER. and reactivity 



test 



100We*Ma*S*£ATOBo* S£ k BocadBnx*. New 08805 Ug A 
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EXHIBIT t> 



ft 





41 



25 



"Common Sbkse andPlwn Dealing 11 



September 7, 2006 

Protocol for Morphine Taimate: 

To obtain patent support information, we will be attempting to prepare a Tannate salt of morphine. We would 
need to roc Morphine sulfide to prepare the Tannate. 

Morphine Sulfcte - 23 grams 

1 gr am for assay. 24 grams will be converted to morphine base by reaction with dilute NaOH. 
The yield of morphine base (95%) = 24 x 570.66 x 0.95 = 17.16 grams of moiphine base 

75833 

2. 16 grams for away/retain sample. 



(1) Replicate patent example : 

To 7 grams of morphine base + 70 cc of Isopropyl Alcohol, add 10*5 grams of tannic acid in 35cc of 
warm atcofaoL 

Yield - 13.5 grama of Morphine Tannate 

(2) JFC Tecfcnologiea procedure: 

React 7 grams of moiphine base (0.02453 moles) 8 J grams of tannic acid 
Yield » 14.54 grama (at 95% yield) of Morphine Tannate. 

C harac te rize Morphine Tamate from atepe 0) and (2) above by % base assay, FTIR and Tcaetmty test. 



100 West MpnStoct A pOBoxttft k Brad fferok, New Jcncy 08805 USA 
Tel C»2) 46P-7760A Pam(732)4»-3666 
www Jfi* jfti'ifaiytoaftwi L^rotn 
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EXHIBIT D f^lf— ' *P ^ 




•Common Sense *m Plain Dealing* 



5.2006 KnMlff/K 
Diug Bn fet o «B < nt AfAmatsftsrtiipii 



Th* is h»^K)^teywflK of 09/01/06 and phone call of 08AW/06 Hoarding our drag code addition request. We tpulogizc for 
notgrttm«thBiiifomwdooto>w 5* toouaht Aug, 2« tt and we were 

imiBfetogettoinfetn»t*ooiiMde& 



1. 

J! TZH* ***** e *P erf "* llt *> ^ wfll be ftnkrfcff u mUWob^J 25 grams of e*cb Item, We will be using the terns 
tor K&u pttipoMtw 

TWefsor* wq»eet to fcttTO 25 fmu Of eacft Mem tfl hstrf fto first Montfe of us*, th*n 25 to 56 grams per month till 
8UC ^ li*vc * DEX esoctkmsd disposal. (Approximately 1 to 2 yearn on hfiodX 

3. Seoirity, The material* will be stored m * Bullion ULTL30 safe, model BU3 52420, mannfectured by ISM, purchased 

4. RacG**coping prooedores: We will tmintsin record* as per part 1 304 of the regulations. 
Acopyofourccinpa^ Tteed9/S/06 

Mux 4 




(732)4^7760 exLJ2 



IPC S0P-CO015 IkMi MM 

I 




100 West fcfefe Street 4 FO Box 669 A Bond Brook. New Jersey 09805 USA 
Tftl(7W)4»77eO A Ftt (732) 46^3666 
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Operations and is not part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ faded TEXT OR DRAWING 

□ BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

P'LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE^) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



